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2. KURT HER ACT ION 

11 a demand tor international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Anthoiily ("IPEA") except that this dues mil apply wheirth.- ai<plii ant ■■ hoon-* an Authority other 
than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule oo.lWsfb) that written opinions of 
this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA. the applicant is invited to submit to the IPEA a 
written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing of Form 
PCT/1SA/220 or before the expiration of 22 months from the pr'onty date, whichever expires later. 

! : <r l:\sv.x-: options, see Fori" PClVlSA'.'^u 

3. For fii-thcr tex&s. sc.: i-.ctc; to Form fCT/ISA/220. 
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Q t , ia ^ ^ ffi(abfeh( . d on ihe iMsis of a kallsigtio[I &olr tht , original Ungu. 


' tl> „UI> t Jill" LuLi' « W il(aj-V; 


wh li, r. , ! >. i a i l .■! a'.ioii h.; aishaa 

Rule 12.3 and 23. 1(b)). 




2. With regard to any nucleotide and/or amino acid sequence disclosed in the intcrnatio 
invention, this opinion has been established on the basis of: 


nal application and necessary to the claimed 


a. type of material 




| | a sequence listing 




| | tablets) related to the sequence listing 




b. format of material 




□ in written forma, 




| | in computer readable form 




c. time of filing/furnishing 




PI contained in the international application as filed. 




| | filed together with the international application in computer readable form. 




j [ furnished subsequently to this Authority for the. purposes of search. 




3. r~| In addition, in Ihe case thai more than one version or copy of a sequence, listing and/or tables) relating thereto has been filed or 
furnished, the required statements that the information in the subsequent or additional copies is identical to that in the application as 
tiled or does not go beyond the application as filed, as appropriate, were famished. 


4. Additional comments: 
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Box No. V Reasoned lalniivnl under Rule 43bi ] 0(1) "illi regard lo novelty, h 
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re step or industrial applicability; 



6, 11, 15-19. 21-24 , 26-28 

7-10, 12-14, 20, 2b, 29-30 



2 Citations and explanations: 

Document 1 : .TP 8-506802 A (Andrx Pharmaceuticals, Inc.) 23 July 1996 

Document 2: WO 03/43661 Al (Eisai Co., Ltd.) 30 May 2003 

Document 3 : JP 200 1 -55322 A (Tanabe Seiyaku Co., Ltd.) 27 February 200 1 

Document 4: JP 2000-128779 A (Mitsui Chemicals, Inc.) 9 May 2000 

(i) Based on fee description in document 1 cited in fee international search report, the 

in ventions of claims 1, 5, 7-10, 12-14, 20, 25, 29 and 30 lack novelty and an inventive step. 

Document I describes a pharmaceutical preparation providing a core comprising a drug 
and a swelling agent and the like, and a coating comprising a water-insoluble, ethacrylic acid 
copolymer that • i v< c y in intestinal fluids, and magnesium stearate that coats the 
aforementioned core (example 1). 

In addition, because fee description of this application defines "disintegrant" as "a 
substance having the property of absorbing water and expanding in volume," this authority 
finds feat the "swelling agent" of the invention described in document I is equivalent to the 
"disintegrant" of the inventions of this application. 

(ii) Based on the descriptions in documents 2-4 cited in the international search report, the 
inventions of claims 1-30 lack an inventive step. 

Docmnerr 2 describe- a p , . ^ , ,i 

a)N '! k p i s , s f it <. i 

crospovidone. and a film containing a mixture of a water-insoluble polymer with an enteric 
polymer that coats the aforementioned core (claims E and 10). In addition, document 2 stated 
that a plasticizer can also be contained in the film fclai ms 3 and 7). that an alkaline substance 
can also be contained in the film (claims 4 and 8), and that ethyl cellulose and the like can be 
used as the water-insoluble polymer, and that Eudragit LI 00 and the like can be used as the 
enteric-polymer (example 1: claims 5 and 6). Document 3 describes a pulse-release type 
preparation wherein a cote auoslanee .v-numim; a druv and a wcner-swctlmg nbsmnco is 
coated wife a film containing an enteric polymer and a water-insoluble polymer Celai m 1 ). In 
addition, document 3 states that the water-swelling substance is a disintegrant (claims 7-9), 
and that ethyl cellulose and fee like can be used as the waier-msm'nbie polymer and Bwdragn 
Li 00 and the like can be used as the enteric polymer example 1, claims 11-13). 
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Box No. Vlil Certain observations 01. the international application 

The tallowing observations on the clar.ty of the claims, description, and drawings or on the question whether the claims are fully supported by 
the description, are made: 

Clairr. 30 contains the statement "method for controlling leaching," hut hecause this 
statement can be interprete i as a method for producing a controlled-leaching preparation and 
also as a method for controlling leaching of a physiologically active substance in the human 
body, which includes the step of administering a pharmaceutical preparation to the human 
body, this authority finds that the description of this claim is vague. 
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In case the space in any of the preceding boxes is not sufficient. 

Continuation of: Box V. 

r a! i [ i desonhes a U ->[ 1 - - r h , where In a core ihH i ->i m „ a dreg and a 
water-swelling substance is coated with a film for controlling the release of the drug 
comprising mainly cJhyl cellulose and containing a water-insoluble powdered substance. 
Document 4 also states thai i ixn ;s t-tion of ihe medication to initial release 

of the drug < i . on < :v > n:: vV. ■•^nii.^'X'i p wma; ;Jji:Otn;, x- type and 

limit if U ! £ ! 1 i i 

release of the drug (claim I, Par. No. 0070;. In addition, document 4 lists magnesium 
siearaie hydrogen ated oil c ; e as water-it sou powdered 

->ub4an^ 1 h! ) j ! i s s s pemtxw 

wherein two or more types of drag controlled release tablets with different lag times are 

■ fniaU , O :.l.a.':0 ■, . hi!!: - " 

Therefore, this authority finds that persons skilled in Ihe art can easily conceive of taking 
the inventions described in documents 2 and 3, adding the wafer-iitsohible powdered 
substance described in document 4 to the film to control the lag time with good tepeasabiltty 
and mixing pharmaceutical preparations with different lag times to make a capsule product 
and pharmaceutic al p t tckaged product. Moreover, this authority finds that no 
particularly outstanding effect is thus provided. 
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